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DETAILED ACTION 

Receipt is ad^nowledged of Applicant's Remarl<s filed on 03/1 1/2009. 
• Claims 1-23 are pending in the instant application. 

Claim Rejections - 35 USC § 102 

1 . The following Is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1-9 rejected under 35 U.S.C. 102(b) as being anticipated by Imondi et al 
(US 4,143,130) are withdrawn. 

3. Claims 1-2 and 4-9 rejected under 35 U.S.C. 102(b) as being anticipated by 
Motoki Yonekawa et al (JP HI 0-1 301 54) are withdrawn. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 
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1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

5. Claims 1 ,4-6, 9,1 3 and 1 5-1 7 rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Berger et al (US 4,470,975) are withdrawn. 

6. Claims 1-23 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Motoki Yonekawa et al (JP 1410-130154) or Imondi et al (US 4,143,130) in view of 
Berger et al (US 4,470,975) are withdrawn. 

However, upon further consideration, a new ground(s) of rejection is made as 
discussed below. 

7. Claims 1-23 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Berger et al (US 4,470,975) and Thomas et al (US 5,004,603) in view of Samejima et al 
(EP 0077956). 

Applicant claims are directed towards a method for increasing fluid loss through 
the feces in a host comprising the step of directly administering to the intestinal tract of 
the host an effective amount of a water-absorbent polymer for increasing the fluid in the 
feces, wherein the water-absorbent polymer is capable of absorbing at least 10 times its 
weight in physiological saline. 

Berger discloses a composition and method of removing fluid or edema by 
diverting water elimination from the renal route to the gastrointestinal route, and 
removing excess water from the body by the gastrointestinal tract of an animal by 
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administrating to said animal a polysaccharide sucli as dextran (see abstract, column 1 , 
line 54-56. and column 10, lines 5-30). The insoluble hydrophilic, cross- linked 
polysaccharides are capable of absorbing water with swelling, the water regain of the 
product being within the range of about 1 to 50 grams per gram of the dry gel product 
administered (see col. 4 lines, 34-59). In one embodiment (Fig, 1) illustrates that the 
water content of feces of rats treated with insoluble hydrophilic, cross- linked dextrans is 
significantly higher than that of untreated rats. These pharmacological properties are of 
significant therapeutic value in the treatment of edema, water intoxication in chronic 
renal failure, and in the treatmentof other forms of fluid retention such as congestive 
heart failure, cirrhosis of the liver and other disorders associated with refractor swelling. 
Additional disclosure includes that the insoluble cross-linked polysaccharide polymer 
may be ingested by the patient and during passage of these substances through the 
digestive system, water is absorbed or bound tremendously and finally along with bound 
water, urea in the lumen of the gastrointestinal system is then eliminated by passage 
from the alimentary canal in the normal manner. 

Thompson discloses a method of administering a composition to ruminants, such 
feeding composition comprising polymers derived from monomers such as (rneth)acrylic 
acid and (meth)acrylamide that is capable of absorbing water and swell by a factor 
(w/w) of at least 10-50 times its weight (see column 3, lines 35-60) 

Berger and Thompson meets claim limitation as discussed above but fails to 
enteric coat the water-absorbing polymer for directly administering to the intestinal tract 
of the host. 
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Samejima discloses an enteric coated microcapsules containing an active 
component as core material, the coating walls of which consists essentially of 
ethyl cellulose and an enteric polymeric material such as hydroxypropyl methylcellulose 
phthalate, copolymers of methacrylic acid or methacrylate (abstract and page 4 and 5). 
The core material includes cellulose, starch, carboxymethyl cellulose, cross-linked 
dextran, cross-linked polyacrylic acid, self-cross-linked methacrylic acid, which shows at 
least 1.2 times increase in weight (page 6 lines 1-10). Additional disclosure includes that 
the enteric coated microcapsules are capable of releasing easily the active component 
(core material) in intestinal tract while protecting the core material sufficiently in 
stomach. 

It would have been obvious to the person of ordinary skill in the art at the time the 
invention was made to incorporate enteric coated microcapsule containing water- 
absorbing polymers into the Berger and Thompson composition. The person of ordinary 
skill in the art would have been motivated to make those modifications, because by 
coating the composition or capsule with enteric polymeric material, the capsules are not 
disintegrated in the stomach, wherein the active core material remain intact and are 
transported to the intestine, where they are released to perform the biological or 
pharmaceutical effects such as absorption of water from intestine and remove excess 
amounts of water from the body by the gastrointestinal route. Therefore, one of 
ordinary skill in the art would have had a reasonable expectation of success because 
Berger, Thompson and Samejima teaches a composition that can be used in same filed 
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of endeavor, such as successfully removing excess fluid or water in a body by 
administering an effective amount of a water-absorbing polymer to the host. 

8. Claims 1-23 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Motoki Yonekawa at a! (JP H1 0-1 3-1 54) in viewof Samejima at a! (EP 0077956). 

Applicant claims are directed towards a method for increasing fluid loss through 
the feces in a host comprising the step of directly administering to the intestinal tract of 
the host an effective amount of a water-absorbent polymer for increasing the fluid in the 
feces, wherein the water-absorbent polymer is capable of absorbing at least 10 times its 
weight in physiological saline. 

Yonekawa discloses a method of oral administration of drug including acrylic acid 
type water absorbent polymers as the effective component of the drug. The acrylic acid 
water absorbent resins or polymer is capable of absorbing (volume (mL) of a 
physiological saline solution absorbed per one gm) is 5 to 100 times of its weight 
(0026). The acrylic acid type polymers include, acrylic acid metal salt type polymers, 
methacrylic acid type polymers and polymers that can graft polymerize with acrylic acid 
are for e.g., the hydrophilic poly saccharides such as starch, carrageenan, agarose, 
caboxy methyl cellulose and the like (0021). For oral administration, a general support 
material can be used to make it into an appropriate shape such as tablets, granules, 
capsules, and the like (0027). 

Yonekawa meets claim limitation as discussed above but fails to enteric coat the 
water-absorbing polymer for directly administering to the intestinal tract of the host. 
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Samejima discloses an enteric coated microcapsules containing an active 
component as core material, the coating walls of which consists essentially of 
ethyl cellulose and an enteric polymeric material such as hydroxypropyl methylcellulose 
phthalate, copolymers of methacrylic acid or methacrylate (abstract and page 4 and 5). 
The core material includes cellulose, starch, carboxymethyl cellulose, cross-linked 
dextran, cross-linked polyacrylic acid, self-cross-linked methacrylic acid, which shows at 
least 1.2 times increase in weight (page 6 lines 1-10). Additional disclosure includes that 
the enteric coated microcapsules are capable of releasing easily the active component 
(core material) in intestinal tract while protecting the core material sufficiently in 
stomach. 

It would have been obvious to the person of ordinary skill in the art at the time the 
invention was made to incorporate enteric coated microcapsule containing water- 
absorbing polymers into the Berger and Thompson composition. The person of ordinary 
skill in the art would have been motivated to make those modifications, because by 
coating the composition or capsule with enteric polymeric material, the capsules are not 
disintegrated in the stomach, wherein the active core material remain intact and are 
transported to the intestine, where they are released to perform the biological or 
pharmaceutical effects such as absorption of water from intestine and remove excess 
amounts of water from the body by the gastrointestinal route. Therefore, one of 
ordinary skill in the art would have had a reasonable expectation of success because 
Berger, Thompson and Samejima teaches a composition that can be used in same filed 
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of endeavor, such as successfully removing excess fluid or water in a body by 
administering an effective amount of a water-absorbing polymer to the host. 
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Conclusion 

1 . No claims are allowed at this time. 

2. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JAGADISHWAR R. SAMALA whose telephone number 
is (571 )272-9927. The examiner can normally be reached on 8.30 A.M to 5.00 P.M. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571)272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Jake M. Vu/ Jagadishwar R Samala 

Primary Examiner, Art Unit 1618 Examiner 

Art Unit 1618 

sjr 
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